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Application No. 

09/484,577 



Applicant(s) 

GORDON ETAL 



Examiner I Art Unit 

. _ | Jessica H. Roark 1644 

Period for ReoT^ ^ " COmmunication °" *" cover s heet with the correspondence address ■ 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHS FRniwi 
THE MAILING DATE OF THIS COMMUNICATION ~ MONTH(S) FROM 

" STR^JlT^ -36(a). ,„ „oeve„ t , h oweve r , may a re p, y te timely filed 

- Failure to reply within the set or extended period for reply will bv statute cauS f hJ IrZ 'S k (6) « ol?,™?," 1 * he ma,,,ng date of thls communication. 

Status 

1)G>3 Responsive to communication(s) filed on 25 June 2001 . 
2a)D This action is FINAL. 2 b)E This action is non-final. 

3>D rtH^ln^?^ iS ill C .° nditi0n f0r allowance e ^ept for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 453 aG 21 3 

Disposition of Claims 

4) (3 Claim(s) ±43 is/are pending in the application. 

4a) Of the above claim® 5-8,15,17-27 and 30-4? is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) E| Claimfe) 1-3.9-14. 16.28 2Q anri i./ am 

7) D Claim(s) 4 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance See 37 CFR 1 85(a) 
1DD The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Staoe 
* o .u a PP |lc at'°n from the International Bureau (PCT Rule 1 7 2(a)) 9 

See the attached detailed Office action for a list of the certified copies not received. 

1 4) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application) 

1 *r\l T Th f 5 anS ' at,0n ° f the forei9n lan 9uage provisional application has been received 

15) U Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 

Attachment(s) 

1) □ Notice of References Cited (PTO-892) A \ HI i . • o 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5 H iT^fT^ ^ N ° (S) " " 

3) B information Disc.osure Statement(s) (P^O-1 449)^1) 13. % Q * ' nf ° rmal (™-152) 
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DETAILED ACTION 



1. Applicant's amendment, filed 6/25/01 (Paper No. 12), is acknowledged. 
Claim 43 has been added. 

Claims 1-4, 9-14, 16 and 28-29 have been amended. 
Claims 1-43 are pending. 



2. Applicant's election without traverse of Group II (SEQ ID NO:3) in Paper No. 12 is acknowledged. 

Claims 5-8, 15, 17-27 and 30-42 are withdrawn from further consideration by the Examiner, 37 C.F.R. 
§ 1 . 142(b) as being drawn to a nonelected invention. 

Claims 1-4, 9-14, 16, 28-29 and 43 are under consideration in the instant application. 



3. Sequence compliance: The instant application appears to be in sequence compliance for patent 
applications containing nucleotide sequence and/or amino acid sequence disclosures. 



4. Applicant's IDS, filed 7/30/01 (Paper No. 13), is acknowledged. 



5. The Title of the invention is not descriptive. A new Title is required that is clearly indicative of the 
invention to which the claims are directed 

In addition, Applicant should avoid the use of novel in the Title, as patents are presumed to be novel and 



6. The Abstract of the invention is not descriptive. A new Abstract is required that is clearly indicative of 
the invention to which the claims are directed. 

In addition, Applicant should avoid the use of novel in the Abstract, as patents are presumed to be novel 
and unobvious. 



7. The formal drawings submitted 1/18/00 have been approved by the Draftsman. 



8. The lengthy specification has not been checked to the extent necessary to determine the presence of all 
possible minor errors. Applicant's cooperation is requested in correcting any errors of which Applicant 
may become aware in the specification. 
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L J^rSflTj* °r jeCted '° beCal ; Se " ™ embedded h 1 )erlink "X"" <*«* fc™ of browser- 

S£ s^ToS 10 de,ete embedded " OTd/ ° r f °™ 
fpSS ^'ChE 22 at line 26 Applica "' » ™ to ™™y — - 



10. 35 U.S.C. § 101 reads as follows: 

"Soever invents or discovers any new and useful process, machine, manufacture, or composition of matter or anv 
n^and useful movement thereof may obta.n a patent therefore, subject to the 'candies anTrf^reZjs ojthis 

1 1 Claims 1-3, 9-14, 16, 28-29 and 43 are rejected under 35 U.S.C. 101 because the claimed invention is 
not supported by either a specific and substantial, credible asserted utility or a well es^bSd utitity" 

KeU ^rSJST fn T^T h S T enCe ? edfic ° r P^Ptide-based diagnostic assay for 
giant cell arteritis (GCA), the specification discloses that a GST fusion protein comprising a Dolvoentide 
produced by nucleotides 1-369 of the genomic-denved nucleic acid sequence of SEQ m NO 3 if 
differentially recognized by sera derived from patients with GCA versus sera derived from control 
andt 3 ^ TT ° f SEQ 10 N0:3 ^ * e GST &sion con *™* on pages 29-Tald Figures 

f£?^sxirt^ ?s? acid comprising ° pen readi " g frame 

Sle utility Q Q ID N ° :3 ltSdf ' daim 4) appearS t0 have a s P ecific substantial, 

"ZIZ' ^^3? 7 d °T T aPPCar t0 *** Whether SE Q ID N0:3 re P re ^* a full length coding 
sequence. The specification also does not appear to teach what structural aspects encoded by this 

CfS^lT? ar H eSSential ^ dlfferential ^y recognition of the encoded peptide 

appear that the utility established for SEQ ID N0.3 can be extended to isolated nuclei or n^bti 

m to fr tl ^ I'' 85 ' ° r CVen 95% identity 10 SE Q 10 N0:3 ^ ^ acids ^ hjSSLo 
nucfeS aid^ , ^.yT™** SE Q ID NO:3 itself), fragments of various lengths of ^zing 
nucle lc acids or nucleic acids having 75% identity to SEQ ID NO:3; expression vectors or tr Jsformed 
cells comprising nucleic acid variants of SEQ ID NO 3, or for methods of podoClCto 
compnsmg a variant of SEQ ID NO:4. Also, an expression vector whereinthe JSicSS^ablv 
linked in an antisense orientation does not appear to have a credible utility since tte «5Js«^Sm L 

elT, Cte A t0 3 P ° lyPeptlde enCOded ^ antisense st ™<*, "or has J^e^^ScT 
established for any potential use of an antisense nucleic acid in therapy * 
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In addition, because the utility of SEQ ID NO:3 is based upon differential reactivity of serum antibody 

PatlCntS 8 3 P ol yP e P tide Produced by expressing nucleotides 1-369 of SEQ ID NO 3 as 
a GST fusion protein; there does not appear to be a credible utility for a kit detecting the presence of 
nucleic acid sequences associated with GCA in a sample as set forth in claims 28 (by hybridization) or 29 
(using an amplification primer pair). Even were detection of SEQ ID NO:3 by these methods shown to be 
useful m diagnosing GCA; the instant claims encompass variants of SEQ ID NO:3 (i.e , sequences with 
various levels of % identity or ability to hybridize) that do not have a specific and substantial, credible 
utility. Similarly tihere does not appear to be a credible utility for a PCR primer pair that can amplify a 
variant or SEQ ID NO:3 or a subsequence thereof under in situ or in vitro conditions even were PCR 
amplification of SEQ ID NO:3 itself shown to be diagnostic. 

Thus^ for the aforementioned reasons there does not appear to be either a specific and substantial credible 
asserted utility or a well-established utility for the claimed. 

frS^V 8 d T ireCted 10 Utility Examination Guidelines, Federal Register, Vol. 66, No 4 pages 1092- 
1 099, Friday January 5, 200 1 . ' F 5 

It is suggested that Applicant limit the claims to SEQ ID NO:3 and the 1-369 subfragment of SEQ ID 
NO.3 encoding SEQ ID NO:4 for which utility appears to have been established; and, if possible provide 
evidence supporting the utility of nucleic acid-based detection approaches as diagnostic assays ' 



12. The following is a quotation of the first paragraph of 35 U S C 112" 

T t e ShfT i ? nSMl C0 " tain f Writte " deSCri P tion °f the inventi °»> ^ of the manner and process ofmakingand using it 
m such full, clear, concise, and exacttermsastoenableanypersonsMedinthearttowhicLtpeJns, or^ith^hichVs 
Zhis'intZZ ^ t0 ^ ^ ^ ^ ^ Sh0 " Setfmh tHe bMt m0de ^plated by the inventorizing 

13. Claims 1-3, 9-14, 16, 28-29 and 43 are also rejected under 35 U.S.C. 1 12, first paragraph 
Specifically since the claimed invention is not supported by either a specific and substantial credible 
asserted utility or a well established utility for the reasons set forth above, one skilled in the art clearly 
would not know how to use the claimed invention. 

In is fiirther noted that even were evidence provided that nucleic acid-based detection approaches have a 
credible utility as a GCA diagnostic assay; the skilled artisan still would consider it to be unpredictable as 
to which, if any of the innumerable variants of SEQ ID NO:3 encompassed by the instant recitations of 
nucleic acids with at least 75, 85, or 95 % identity to SEQ ID NO:3, or which hybridizes to SEQ ID 
NO:3 ; would function in such a diagnostic assay. In addition, the conditions under which a primer pair 
would detect the presence of a nucleic acid sequence in situ, even were they specific for a nucleic acid 
sequence shown to have a diagnostic utility, are unpredictable. 

Therefore, even were a diagnostic utility established for the detection of nucleic acid sequences associated 

i? . ' I I un P red,ctable as t0 which, if any, of the numerous variants of SEQ ID NO 3 

would also function m those methods, or to establish a particular primer pair that would function in ' 
diagnostic assays, particularly in situ assays. Consequently, with respect to nucleic acid variants of SEQ 
ID NO:3 and particular primer pairs that function in situ, the experimentation left to those skilled in the 
art, would still be unnecessarily, and improperly, extensive and undue. 
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1 w ' u u ' 16 ' 28 "f ^ 43 ^ rej6Cted under 35 USC 1 12 ' Paraph, as containing 

S d , W ?r t 8 ^ 6 ' m 1116 SpeCiflCati0 " in Such a w ^ as to reasonably convey to one 

^^ml^r^T 6 mVent0rS ; at tlme *° Ration was filed, had possession of the 
claimed invention. The following written description rejection is set forth herein. 

The claims recite "nucleic acids with at least 75, 85, or 95 % identity to SEQ ID NO 3 or which 
hybndizes to SEQ ID NO:3" as part of the invention. However, there does not appear io bettdequate 
written description in the specification as-filed of the essential structural feature of a polypeptide eSed 
by Ae instantly recited nucleic acids. The genus of variant nucleic acids encompassed by "nucleic acids 
with at least 75, 85, or 95 % identity to SEQ ID NO:3, or which hybridizes to SEQ ID N0 3" is verv 
large, to the instant case, although the specification discloses the nucleic acid sequence of SEQ ID NO 3 
no fimction is provided for this open reading frame, other than that when expressed as a GST-fusion 

pCSy of ^omm?^ y by TT es from f sera of GCA patien *- However > *» " 

SE £ ID N0 - 3 ** P?™*™ thls actl vrty does not appear to be disclosed in the instant 
specifica on. Thus even were the claims limited to variant nucleic acids that encode a polypeptide 
specifically recognized by GCA patient antibodies; since there is no nexus between this So* and a 

SStSSS,"* daimS ^ W ° Uld Pr ° Vlde - ad6qUate descnption^fCnus of 

The Guidelines for the Examination of Patent Applications Under the 35 U.S.C 112 11 "Written 

ESS TT dCar ** ±e deSCri P ti0n for a 'claimed genus may 

be satisfied through sufficient description of a representative number of species by actual reduction to 

llte^tT 0 * t0 t aWln8 , S ' ° f by diSCl ° SUre ° f relevant = identif ^ ^cterLics, i.e., struck or 
other physical and or chemical properties, by functional characteristics coupled with a known or disclosed 
correlation between function and structure, or by a combination of such identifying cJS cs 

0^9 T % 7 6 appl TlZ aS ^ P ° SSeSS10n ° fthe * enus < Federal Re ^ Vol. 66, No 4 pages 
1099-1 111, Friday January 5, 2001, see especially page 1106 3 rd column). 8 

Vas-Cath lnc.v Mahnrkar , 19 USPQ2d 1111, makes clear that "applicant must convey with reasonable 
clarity to those sblled in the art that, as of the filing date sought, he or she was in possession ofTe 

sTrTe IU7 rTTeTn V°t PU T eS ° f ? 6 , ^ deSCriptl ° n ^ whatever is now "aimed." 
(bee page 11 17 ) The specification does not "clearly allow persons of ordinary skill in the art to 

recognize that [he or she] invented what is claimed." (See Vas-Cath at page 1116 ) ConLquentlv 

n2%T'wrtTn t0 ^ ^ f ° r Examination of p atent Applications Under the 35 US C 
January 5 2m DeSCn P tlon dement, Federal Register, Vol. 66, No. 4, pages 1099-1 111, Friday 

^Sit!Sd to point t0 clear support or specifk examples claimed invention in 



. SEQ ID NO:3 appears to be free of the art. 
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16. Claim 4 is objected to as being dependent upon a rejected base claim, but would be allowable if 
rewritten in independent form including all of the limitations of the base claim and any intervening 
claims. 



17. Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Jessica Roark, whose telephone number is (703) 605-1209. The examiner can normally be 
reached Monday to Friday from 8:00 to 4:30. A message may be left on the examiner's voice mail 
service. If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Christina Chan can be reached at (703) 308-3973. Any inquiry of a general nature or relating to the status 
of this application should be directed to the Technology Center 1600 receptionist whose telephone 
number is (703) 308-0196. 

Papers related to this application may be submitted to Technology Center 1600 by facsimile transmission. 
Papers should be faxed to Technology Center 1600 via the PTO Fax Center located in Crystal Mall 1. 
The faxing of papers must conform with the notice published in the Official Gazette, 1096 OG 30 
(November 15, 1989). The CM1 Fax Center telephone number is (703) 305-3014. 

Jessica Roark, Ph.D. 
Patent Examiner 
Technology Center 1600 

September 18, 2001 TK*U*f>6**l&*U 

PHILLIP GAM8EL, PH.D 
PRIMARY EXAMINER 



